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DETAILED ACTION 

Claim Objections 

There is no claim 42. This is an incomplete listing of claims. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

Claims 1, 3-4, 6-10, 12, 14-20, 23, 26-27, 29-31, 33-36, 62, 64-67 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over Zucherman et al. (US Patent 
6,048,342) in view of Brantigan (US Patent 4,834,757) and in view of Branch et al. (US 
Publication 2002/0016592) and further in view of Carter (US Patent 4,863,470) OR 
Crickenberger et al. (US Patent 5,728,128). 

Zucherman et al. disclose an implant capable of being placed between spinous 
processes having a body (902), a spacer (1016) capable of rotation on a shaft. Note 
that spokes 1020 do not necessarily prevent rotation, but merely help the spacer to fit 
better (See Col. 23, lines 15-37). Zucherman et al. also disclose a tissue expander 
(1010) extending from the shaft. Zucherman et al. also disclose a spacer that has a 
cross-sectional shape that may be considered oval-shaped (see Fig. 93a), has a 
dimension that could be 8 or 10mm (see table in Column 20), and wherein the tissue 
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expander has a generally increasing cross section as it approaches wing 1032. The 
spacer is also connected at an attachment (1014) and the attachment includes a device 
for receiving a wing (1034), and a first wing (1032). The shaft includes an attachment to 
which the tissue expander is molded (see Fig. 92a). The spacer (1016) is located 
between a first wing (1032) and a second wing (1004), and see Fig. 92b. Zucherman et 
al. also disclose an outer spacer (1016) and an inner spacer (1002) capable of being 
rotatable with one another, as noted above. Also the spacers' structure may be 
considered have flattened or slightly radiused upper and lower surfaces (see profile in 
Fig. 93a), and rounded edges. 

Zucherman et al. disclose the claimed invention except for a tissue expander 
being radiolucent. Brantigan 757 teaches the incorporation of radiolucent material for 
improved X-ray visualization of the device (see col. 1, lines 31-36). The spacer is also 
capable of being at least partially radiolucent, and would allow a T-shape combined with 
a radiopaque wing. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to construct the device of Zucherman et al. '342 having 
at least a partially radiolucent portion in view of Brantigan '757 to better allow the device 
to be seen during surgery in the presence of X-ray. 

The combination of Zucherman '342 and Brantigan '757 disclose the claimed 
invention except for a portion that is at least partially radiopaque. Branch et al. '592 
disclose a fusion device that is at least partially radiopaque that allows a means for 
viewing placement of the implant via radiography during surgery. (See par 0009). It 
would have been obvious to one having ordinary skill in the art at the time the invention 
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was made to construct the device of the combination of Zucherman et al. '342 and 
Brantigan '757 having at least a portion radiopaque in view of Branch '592 to allow the 
device to be better viewed in surgery. 

The combination of Zucherman et al. '342 and Brantigan '757 and Branch '592 
(hereafter "ZBB") disclose the claimed invention. However, it if further noted that the 
claims are further rejected in view of Carter OR Crickenberger et al. ZBB disclose the 
claimed invention except for specifically pointing out where the implant is made of a 
combination of materials. It is noted that use of radiopaque and radiolucent materials is 
well known in the art for providing improved visualization when doing surgery in 
combination with some form of imaging or fluoroscopic technique. Carter discloses an 
implant. The implant is mostly radiolucent, but to help in visualizing the location of the 
implant, a radiopaque identification marker is placed within it. (see Abstract for quick 
reference) Use of BOTH materials is known in the art to assist in visualizing the implant 
during surgery. Regarding Crickenberger etal., Crickenberger teaches an implant (13) 
having a stem which is radiolucent which further has a radiopaque angle locator wire 
located within it. Both materials are disposed together to assist in visualization during 
surgery. See Abstract for quick reference. It is further noted that in a patent to Arroyo 
(US Patent 4,837,279), Arroyo teaches a bone cement or implant. Arroyo also teaches 
that polymers are known in the art to be radiolucent-similarly to applicant's claimed 
invention. However, since it is hard to see a radiolucent material, "opacifiers" or 
radiopaque materials are added to the cement or implant to help identify it's location or 
placement. (See also Col. 1, lines 28-42). In a similar way, it would be obvious to 
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combine both radiopaque or radiolucent materials to help assist with visualization of an 
implant during placement in surgery. Further, ZBB disclose the claimed invention 
except for the combination of radiolucent and radiopaque materials. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
construct an implant having radiopaque and radiolucent materials, since it has been 
held to be within the general skill of a worker in the art to select a known material on the 
basis of its suitability for the intended use as a matter of obvious design choice. In re 
Leshin, 125 USPQ416. 

Claims 2, 13, 21-22, 37, 39-41, 43-46, 47-50, 53-55, 57-61, 63 are rejected under 
35 U.S.C. 103(a) as being unpatentable over the combination of Zucherman et al. (US 
Patent 6,048,342) in view of Brantigan (US Patent 4,834,757) and in view of Branch et 
al. (US Publication 2002/0016592) and further in view of Carter (US Patent 4,863,470) 
OR Crickenberger et al. (US Patent 5,728,128) as applied to claims 1, 19, and 62 
above, and further in view of Brantigan '327. 

The combination of Zucherman et al. (US Patent 6,048,342) in view of Brantigan 
(US Patent 4,834,757) and in view of Branch et al. (US Publication 2002/0016592) and 
further in view of Carter (US Patent 4,863,470) OR Crickenberger et al. (US Patent 
5,728,128) disclose the invention described supra except for wherein the tissue 
expander and the spacer may be made at least in part of polyetherketone. Brantigan 
'327 teaches the use of a preferred polyether ketone in implants (see Col. 3, lines 9-15). 
It would have been obvious to one having ordinary skill in the art at the time the 
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invention was made to construct the device of the combination of Zucherman '342, 
Brantigan '757 and Branch et al. '592 having at least a tissue expander or spacer made 
at least partially of polyether ketone in view of Brantigan '327 to be able to view the 
device and also so that it has optimum biocompatibility once implanted. 

Claims 5, 28 are rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Zucherman et al. (US Patent 6,048,342) in view of Brantigan (US Patent 
4,834,757) and in view of Branch et al. (US Publication 2002/0016592) and further in 
view of Carter (US Patent 4,863,470) OR Crickenberger et al. (US Patent 5,728,1 28) as 
applied to claims 1 and 19 above, and further in view of Zucherman et al. (US 
Publication 2001/0012938). The combination of Zucherman et al. (US Patent 6,048,342) 
in view of Brantigan (US Patent 4,834,757) and in view of Branch et al. (US Publication 
2002/0016592) and further in view of Carter (US Patent 4,863,470) OR Crickenberger 
et al. (US Patent 5,728,128) teach the claimed invention except for a spacer having an 
off-center bore. Zucherman et al. '938 disclose a spacer with an off-center bore so that it 
may be positioned relative to the central body of the implant (see claim 15). It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to construct the device of the combination of Zucherman et al. (US Patent 
6,048,342) in view of Brantigan (US Patent 4,834,757) and in view of Branch et al. (US 
Publication 2002/001 6592) and further in view of Carter (US Patent 4,863,470) OR 
Crickenberger et al. (US Patent 5,728,128) having at least an off-center bore in view of 
Zucherman et al. '342 to better orient the spacer in relation to the implant. 

Claims 56 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
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combination of Zucherman et al. (US Patent 6,048,342) in view of Brantigan (US Patent 
4,834,757) and in view of Branch et al. (US Publication 2002/0016592) and further in 
view of Carter (US Patent 4,863,470) OR Crickenberger et al. (US Patent 5,728,1 28) 
and Brantigan '327 as applied to claim 47 and in further view of Zucherman et al. (US 
Publication 2001/0012938). The combination of Zucherman et al. (US Patent 6,048,342) 
in view of Brantigan (US Patent 4,834,757) and in view of Branch et al. (US Publication 
2002/0016592) and further in view of Carter (US Patent 4,863,470) OR Crickenberger 
et al. (US Patent 5,728,128) and Brantigan '327 teach the claimed invention except for 
a spacer having an off-center bore. Zucherman et al. '938 disclose a spacer with an off- 
center bore so that it may be positioned relative to the central body of the implant (see 
claim 15). It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to construct the device of the combination of Zucherman et al. 
(US Patent 6,048,342) in view of Brantigan (US Patent 4,834,757) and in view of 
Branch et al. (US Publication 2002/0016592) and further in view of Carter (US Patent 
4,863,470) OR Crickenberger et al. (US Patent 5,728,128) and Brantigan '327 having 
the off center bore in view of Zucherman etal. (US Publication 2001/0012938) to better 
orient the spacer in relation to the implant. 

Claims 11, 24-25, and 32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Zucherman et al. (US Patent 6,048,342) in view of Brantigan (US 
Patent 4,834,757) and in view of Branch et al. (US Publication 2002/0016592) and 
further in view of Carter (US Patent 4,863,470) OR Crickenberger et al. (US Patent 
5,728,128). Zucherman et al. (US Patent 6,048,342) in view of Brantigan (US Patent 
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4,834,757) and in view of Branch et al. (US Publication 2002/0016592) and further in 
view of Carter (US Patent 4,863,470) OR Crickenberger et al. (US Patent 5,728,1 28) 
teach the claimed invention except for an implant resembling specific shapes under X- 
ray. While the shape under x-ray is generally depending upon the structure of the actual 
implant, particular placement of radiolucent and radiopaque materials makes the actual 
structure irrelevant, as these materials control what passes through. Further it would 
have been an obvious matter of design choice to one skilled in the art at the time the 
invention was made to construct the device with either the implant having a certain 
shape, or placing the opaque/lucent materials strategically to form a particular shape, 
since applicant has not disclosed that such solve any stated problem or is anything 
more than one of numerous shapes or configurations a person ordinary skill in the art 
would find obvious for the purpose of identifying or confirming a location of an implant 
during surgery or after surgery. In re Dailey and Eilers, 149 USPQ 47 (1966). 

Claims 38, and 21-52 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Zucherman et al. (US Patent 6,048,342) in view of Brantigan (US Patent 
4,834,757) and in view of Branch et al. (US Publication 2002/0016592) and further in 
view of Carter (US Patent 4,863,470) OR Crickenberger et al. (US Patent 5,728,1 28) as 
applied to claims 1,19, and 62 above, and further in view of Brantigan '327. Zucherman 
et al. (US Patent 6,048,342) in view of Brantigan (US Patent 4,834,757) and in view of 
Branch et al. (US Publication 2002/001 6592) and further in view of Carter (US Patent 
4,863,470) OR Crickenberger etal. (US Patent 5,728,128) as applied to claims 1, 19, 
and 62 above, and further in view of Brantigan '327. teach the claimed invention except 
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for an implant resembling specific shapes under X-ray. While the shape under x-ray is 
generally depending upon the structure of the actual implant, particular placement of 
radiolucent and radiopaque materials makes the actual structure irrelevant, as these 
materials control what passes through. Further it would have been an obvious matter of 
design choice to one skilled in the art at the time the invention was made to construct 
the device with either the implant having a certain shape, or placing the opaque/lucent 
materials strategically to form a particular shape, since applicant has not disclosed that 
such solve any stated problem or is anything more than one of numerous shapes or 
configurations a person ordinary skill in the art would find obvious for the purpose of 
identifying or confirming a location of an implant during surgery or after surgery. In re 
Dailey and Eilers, 149 USPQ 47 (1966). 

Finality 

In view of the appeal brief filed on 6/24/2008, PROSECUTION IS HEREBY 
REOPENED. Rejections are set forth below. 

To avoid abandonment of the application, appellant must exercise one of the 
following two options: 

(1 ) file a reply under 37 CFR 1.111 (if this Office action is non-final) or a reply 
under 37 CFR 1.113 (if this Office action is final); or, 

(2) initiate a new appeal by filing a notice of appeal under 37 CFR 41 .31 followed 
by an appeal brief under 37 CFR 41 .37. The previously paid notice of appeal fee and 
appeal brief fee can be applied to the new appeal. If, however, the appeal fees set forth 



Application/Control Number: 10/694,103 Page 10 

Art Unit: 3775 

in 37 CFR 41 .20 have been increased since they were previously paid, then appellant 
must pay the difference between the increased fees and the amount previously paid. 

A Supervisory Patent Examiner (SPE) has approved of reopening prosecution by 
signing below: 

/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733. 

Response to Arguments 
Applicant's arguments, see appeal brief, filed 6/24/2008, with respect to the 
rejection(s) of claim(s) 1-41 and 43-67 have been fully considered and are persuasive. 
Therefore, the rejection has been withdrawn. However, upon further consideration, new 
ground(s) of rejection are found above. 

Claims under rejection are those submitted on 9/7/2007. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAMES L. SWIGER III whose telephone number is 
(571)272-5557. The examiner can normally be reached on Monday through Friday, 
9:00am to 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JAMES L SWIGER/ 
Examiner, Art Unit 3775 

/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



